
February 12,2002 

Via fax and UPS 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, om 1065. 
Rockville, MD 208 

&et No. 
ridable ~dustry on Integration of 

tg Products [66FK 64045, December I I, 2001] 
ose-mounting anisms into I 

Dear ~i~/Madam: 

a~a~euticals Inc would like to thank you for the oppo~unity to comment on 
the above-referenced draft guidance entitled “Integration of Dose-Counting Mechanisms 

I Drug Products”. The document makes recommendations to manufacturers to 
orate doss-courters into metered dose inhalers (MDIs) being developed for the 
ent of lung diseases. We offer the following comments/~lari~~atio~ for your 

This g~~~~a~ce is ~~te~de~~ to assist ~an~fa~t~re~s who are developing or plan to develop 
dmg products for oral inhalation using metered dose inhalers (MDIs). 

We understand this g ce would apply equally to delivery of any drug product using 
and would not be restricted to MDIs being developed for the 

treatment of lung diseases. 
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Page 2 - Last paragraph - Last sentence 
nasally delivered drugs are more typically intended to treat bothersome, but ~o~-~~je 
t~~eate~i~g, ~o~d~tio~s, 

Page 2 - list p~~~agrap~~ - 2”” sentence 
~~se-c~u~te~s should provide, either through a direct numeric count or color coding, a 
clear indication ujw~e~ an MD1 is approaching the end of its ~eco~~~e~ded number of 
act~~at~~~s as well as when it has reached or exceeded that number. 

We suggest that when color coding is used, consideration is given to use a ha~on~zed 
color to indicate that the end of the recommended number of actuations is approaching, 
napery red. 

Page 3 - 2~~~parag~ap~ - Last sentence 
1~ suck cases, ~a~ujact~~e~s are encouraged to commit to developing ay2 integrated 
dose-counted in the post~a~keti~g period. 

If this is a requirement, it should state this is required in the postmarket~~g period. We 
suggest rephrasing the sentence as follows: cC.ln such cases, ~a~ufactu~e~s are required to 
~o~~~t to developing an integrated dose-counter ivli the post~~~~ket~~g period. The 
a~se~~ce uf a dose-counter at submission time will not cause the w~th~~~d~~g of the 
~~od~~t ~p~~ova~, when a co~~~t~ent is provided.” 
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